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Dear Examiner Staples, 

Thank you for granting a telephonic interview for tomorrow, January 20, 2010 at 3:00 PM. 
Your time and consideration are greatly appreciated. I apologize for the delay in 
forwarding the data. 

Please see the comments attached to this telefax, which includes the concordance 
correlation coefficient (p c ) for the previously presented data, and a new table that 
compares the sensitivity and specificity with the claimed and "new" primers. Also 
Applicant has provided remarks regarding the Shuber reference. 

I look forward to discussing this case with you tomorrow. 

Kind regards, 




Robert A. Madsen, Reg. No. 58,543 



209 Madison Street. Suite 500 
Alexandria, Virginia 32314 
(703)5^1-3297 
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BUCK deals with equivalence among primers with regard to their use 
for the sequence analysis of those regions. The characterization of genomic DNA 
through sequencing methods is different from the quantification of genomic DNA 
molecules/fragments according the present application. That is, the test of BUCK 
has a different objective than the claimed invention, i.e., BUCK is a Qualitative , 
sequencing evaluation, whereas the claimed invention is Quantitative . 

The possibility of reading the genomic DNA sequence is not directly 
correlated with that of quantifying the DNA molecules or determining their integrity. 

It is impossible to make a direct comparison with the primers used in 
BUCK, especially if the above considerations about the DNA used for Buck's tests are 
taken into account. The different data obtained using the claimed primers and 
respectively the new primers, as reported in the reply (January 2009), confirm the 
importance of the primers used: 
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Sample concordance correlation coefficient (pj: 0,0456 
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As can be seen from the above table and confirmed by sample 
concordance correlation coefficient (p c ), the two approaches based on different 
primers and using the same samples at the same time produce different values. 

Taking into consideration these different values obtained, as shown in 
the table below, the test sensitivity and specificity are not the same when different 
primers are used: 
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As to SHUBER, Applicant has a published study comparative study 
(Neoplasia 6:536-540, 2004) where a method based on agarose gel (as described by 
SHUBER) is shown to be substantially different from fluorescence quantization in 
terms of accuracy in identifying neoplastic lesions. SHUBER erroneously states that 
various methodological approaches may determine equivalent results. 
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